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(D} in the case of a rule which relates to a risk
cf ilnjury with respect te which PErsons who would be
subject ¢ such rule have adoptad and implementad sz
veluntary gtandard, thar --
‘i compliance with such

voluntary standard is not

likely zo resul: in the

elimination or adecuate

reducticn of such risk of

injury; or
(i1} iz is unlikely
that there will ke
substantial compliance
with such voluntary
standard ,
The operative language of FHSA Secticn 3{i) (2} 48 the same.
Congress added this lancuage to the CPSA in 1881, OQmnibus
Budget Reconciliazicn Act of 1981, Section 1203, Dub. L. 97-35,
55 Stat. 703. That legislation also amended the FHSA and FFA ¢
require the Commission to dafer tc veluntary standards unless
finds that compliance with the veluntary standard weuld not
likely result "in the elimination or adequate reduction of [the]
risk of injury" or that thers wculd not be "substantial
compliance” with the voluntary standard. See CPSA § 7(b) (1);
FHSA § 3(1)(2); FFR § 4(4){2). Congress added similar language
with respect teo denial of petiticns in 1990 %

- The Voluntarv Standard is Not Substantivgiv Adecuare.

hs explained in the staff's briefing package, the drafr
reposed rule goes beyond the provisions of the ASTM voluntary
tandard. It eliminates the voluntary standard's opticn to have
n opening of up to 15 inches at each end of the wail-side
guardraill, and it extends the upper boundary of the entrapment
protecticn for the lower bunk end structures from 9 inches above
the upper surface of the lower bunk's mattress to just below the
level of the underside of the usper nunk foundation. Both of th
provisions that are in the drafr prepesed rule buf not in the
voluntary standard addresss fatalities and, as notead, hLave
benefitcs that bear a reasonable relaticnship to their costs.
Therefore, CGC concludes that tha Commissicon could find thart
compliance with the voluntary standard would not ce likelv to
rasult In the elimination or adequate reducticn of fhe risk of
entrapment injury or death. . In that event, the voluntary
standard would not bar the proposed rule even if there wers

b el

¥ See FHSA § 3{3); CPSA § 9{(i). FFA § 4a{k). Consumer
Product Safety Improvemant Aat of 19220, Seg¢tnion 110, Pub. L. 10L-
&08, 104 Srarz. 31
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OGC has extensively researched and analyzed the question of
"substantial compliance® in an effort teo articulate a test for
=™

determining whether such compliance esxists. We have examined
past instances when the Commission has considered this and
related questions. We alsc have examined the statutory language
and structure, as well as the lsgislative history. Except
tharough an examination of its structure, the statute does noc
define "substantial compliance," and the legislative history does
not fully occupy the interstices left by the statute. No court
has ever construedé the language.

In the absence bf claar and definitive guidance from
Congress -- embodied in the statute'sg language -~ the Commission
has a genercus degree of discretion in making its "substantial
cempliance” £inding.¥ So long as the Commission can point to
some rational basis in the receord for concluding that it is
"unlikely" there is "substantial compliance” wifh =z voluntary
stancard, a court is likely to uphold that finding.

Based on the analysis chat fcllows, it is, our cpinicn that,
when decermining whether there has been or will be "substantial
compliance” with a veluntary standard, the Commission should
compare the compliance rate of the standard to that expected with
a mandatory rule. Where the relevant provisions of the proposed
mandatory standard and the adopted and implemented voluntary
standard are materially the sams, and .the mandatory rule would

T

achieve a nigher degree of compliancew@it may supersede the

voluntary standard (if the Commissicn Can make the orher regquirsd
statutory findings). Twe factors provide substhant ive content to
this comparative apalysis: the extent to which the unreasonacls
risk of injury will be differenc, if at all, under =z voluntary
standard and a mandatory rule; and the cecmparative spesd with
which a veluntary standard or a rule will reduce =his risk.

We begin with an examinacicn of the Commission's pas:c
appiicaticn of the "substantial compliance” finding.

¥  gee alsc House Rep. 101-567, P. 19 (June 28, 1%%0;
{ra lng he Commissicn's deferral to wveluntary standards
e

ise cf its informed discreticn®) .
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The Commission has faced the qUues

tien of “substantial
compliance® on several ocvas;ﬁns, principally with respect o rew
chests, chain saws, and fireworks. The isste for a closely )
related issue] has arisen mors peripherally wikth respect to hair
drvers, videc games, and space heaters. :
Tov chests. In 1082, the Commission issued an ANDR

concerning a sctrangulation risk tha:s certain Loy chests with
hinged lids presented to children. The Cammmsshcn published 2
proposed rule setting performance standards for Lid suppo rts on
March 17, 1%683. 48 Fed. Reg. 11,28%. The uruposem rule was
similar to an existing vol*nta*v standard. Although the
voluntary standard itself was adequate, the Commission initially
did not have evidence that thers would be "substantial
cempliance” with the standard.

[Tlhe Commission has not as vet receivead
sufficient documentation te indicate that substantial
compliance can be expected. If the number and relative
size <of the manufacturers who responded te TMA's and
ASTM s inquiries about the standard is any indication
of expected compliance, the extent of compliance might
be cnly about 50 percent of all toy chests producead.

If this should be the case, or aven if the percent were
scmewhat higher, the degree of compliance with the
veluntary standard would be toc small teo eliminate or
sdeguatelv reduce the stranculation risk.,

Id. at 11295 [emphasis added). The Commission thus focusad on
the extent to which compliance with a wvols untary standard would
eliminate or acecuateiy reduce risk (al though it did not state
how it measured cor defined "adequately reduce") .

The staff then recommended that the Commission issue a final
rule. In an August 3, 1983 memorandum, OGC raised guestions
about the sevidence that "swnsta:t;al compliance” with the
voluntary standaré was unlikely and stated thar we weres "unable
tc advise the Commission that iz is likely that this rule, if
sued at this time, would be upheld by a court on judicial
siew." Memorandum frcom E. Ewell through S. Lembers. M. Katz,

2 S, Dupn £o the Commission, . 7 {ARug. 3, 1%83;.

Commission” s August 10, 1383 mee*iﬁc thar fo
ntinuad tc rge aqcﬁtacn oz the fin il
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The staff immediately undertock :to assemble this evidence,
with the results reporsed in an August 14, 19383, memcrandunm
"{Wie conclude that tQy chests with hinged lids
produﬂec in 1%83 wi pe T > with lid support devices of
types that address nazard. Memorandum from W. Hobbv to rhe
Commissicn, ». 2 ﬁug 18. 1382} ({(emphasis added!. Based on chis
new evidence, the Commissicn then vorad 3-2 o withdraw the
proepeosad mandatory rule. Minutes of Commission Meering {Cctb. 13,

15835 .

in & statement accompanying her vete in favor of =he
w*thcvawaﬁ, Chairman Stecrts cized Lhe fact that *{m]anufacturers
have told our Stafﬁ that they expect to be ir full compliance

with :h;s voluntary standard for all futuwe croduction In fach,
they c¢lailn thau 98% of precduction this year nas  been in
compliance." Statement of Nancv Harvev Stecrrs {Aug. 17, 1883}

-(emphasls added) . .

Chain Saws. At the cutset of the Commission's examinarion
in the early 1280's ¢f a possible chain saw regulation, there wasg
noe effective voluntary standard aLthoug“ the Commission expected
ﬂndus:r} LQ propese one by the ﬁnd of 1981. In that context, CGC
provided the following legal advice regardir .g the impact that
such a veluntary standard could have o a r;lamakmng proceeding:

When these requiremsnts ;remarrlng to CFSA
secticons 7, & and 3! are viewed in light of the
situation concerning chain saws, in which the industry
is.-expected to submit a vol untary standard to the
Commissicn by December 15, 1981, it becomes apparent
that pbefore any marcatory standard can bé Proposed, the
1nqusgry standard will have to be evaluated and
f£indings made as to its expected potential ipiurv
reduction, in compariscon to the expectad resulcs -hat
seuld be achieved bv a mandastorv standard.

Memcrandum from H. Fwell throuch $§. Lemberc and M. Freasten to O,
Blechschmides, . 2 (Nov. 5§, 1981} (&mﬁhaSlS aQQEd} Thus, this
office articulated a standard “ﬂQL ring a compariscn cf th
effect that the voluntary standard and the mandar ory standar
would have in readucing injuries.

Several vears la'er in the July 1985 briefing package
recommending ferminaticn of the chain saw > lemaxmnﬁ process, the
staff repo orted on the level of conformances expected with the new
volunzary standard.

[
i
0
O

pvoviéed a memorandum on the expecthad
v omanuf acth*ﬂr$ t¢ the chain saw standard.
that zll gasoline powered chain saws
.8, are axpec_ea Lo confcorm to the

ard Manufacturers who are members of
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the ANSI 21735 commiztes and whe voted for the stanmdard
account for over 9C percent of the chain saws shipned
in the U.S. Addicicnally, EC repcorted that severa.
small manufacturers who are noct members of the 2NST
Ccmmittee indicated thev already conformed or intanded
te conform with the standard.

Briefing Package on Terminaticn of the
Consumer Broduct :afetv Rule fo* Chairn
{emphasis added) .

[y o

T i e T

staff's evidence as indicating there weuld ke “v1rtuaﬂ;v cempl
adherence" Lo the voluntary sta andard. Memeorandum from D
Levinsen, . Lemberc, H. Ewell ro the Cemmission, p, 1 {Ju
128%) . Similarly, at the Commission meetinc to consider ¢
staff's termination recommendation, Chairman Scanlon
characterized the facts as indicating that there would be "close
£o 100 percent conformance” with the standard. CLommission
Megting Regarding Chain Saws, p. 2 (Aug. 7, 13883}. The .
subsequent Federal Recister notice announcing termination of the
ralemakin ng proaaaq ng scated that the Commission had concluded
that the wvoliuntary standard would be. “"n;ve*samxy adopted" by the
industry and, in a later passage, that "virtually all® chain saws
would conform to the voluntary standard. 50 Fed. Reg. 35241,
33243 (Aug. 30, 1985). Two years lLater, the staff reported the
results of its monitering effort, in which it discoversd that
*all known manufacturers" were complying with the scandard.
Memorandum from D. Neble ro rhe Commission, p. 5 (Nov. §, 1987).

~ oy

In a2 contemporanecus legal memorandum, OGC charactarizad th
F=3

. . "
Like the toy chest yrocaea_ng, the chain saw rulemaking

ended because the Commissicn found that all or virtually a1l cf

the products would conform te an effective voluntary standard.

Unvented Space Heaters. In 13884, the Commission revoksd an
existing rule that required oxygern depletion safety shutoff
systems for unvented gas-fired space heaters. 45 Fad. Rec.
45,108 (Nov. 23, 1984). The Commission acted pursuant to Sectlon

9({h) of the CPSA, which permits revocation only if the Commission
"determines that the rule is not reasonsbly necessary to
eliminats or reduce an unreascnable risk of

iniury assoclated
with the proasct #¥  Thus, although this pro eading did not
implicate the term "substantial compliance," it concerned a
clesely related issue: When 1s a rule neverthelsss necsssary

~

where a voluntary standard exiszs?

—— Lur:ng the proceeding, the staff obtzined uencm that

compliance with the voluntary standard would remain nigh even if

the mandatory standard were ravcoked. The gtaff and Cocmmissioners
¥  Gacticn 3{h} was part of the original 1572 legislation.



essentially compared the level of complliance with the mandatory
standard te the level of compliance expected with the veluncars
standaxrd. The Federal Recister notice stated, "Informacion

raceived by the Commissicn shows the level of compliance with a
voluntary standard that addresses the risgk o be very high, and

il

ig likelv to continue ir *he future. syen if =h ‘mandatorv!
standaxd is revoked." Id. (emphasis added)

As early as 1982, the sta ir

iikely that zll unvented gas &pace heaters, intended for
residential use and manufactured cr imported in 1983, will be
ChS-equipped.” Memorandum from D. Noble £o5 the commission, p. 7
(Jan. 18, 1983) (reporting on a 1%82 meme Ffrom EC). Larter, in
responding to questicns from Commissioner Armstrong, whoe had
reservations abou:i reveking the standard, the staff said, "Thers
is a very high degree of compliance with the ANST voluntary
standard for unvented gas space heaters . . . . . Further, the
staff can foresee no reason to expect the degree of compliance
with the ANSI standard to decline shouléd the Commiss:on decide to

£7 had concluded that "ir is vary

revoke its standard." Memorandum from R. Medford to che
Cemmission, p. 6 {Aug. 9, 1584). In concluding that the rule was

not necessary, the staff thus ccmpared the rates of ccempliance
with the voluntary and mandatory standards. No changs was
axpacted with revocation of the mandatcery - -standard.

Voting to revecke the standard, Commissioner Zageria said, "I
favor revocation because the industry has now develcped a
voluntary standard that is more stringent than the CPSC mandatory
standard and egually likelv to be zdhered to bv industrv . . . 4
statement of Commissioner Sam Zagoria Recarding Unvenrted Cas
Space Heaters (May 31, 1983) {emphasis added). Comissicner
Scanlon issued a similar statement: 7{T]he voluntary standard
will be ag effective as the mandatory standard . . . . It
follows that the mandatory standard is not reasonably necessary
to insure the safety of this particular consumer product . ®
Statement of Commissioner Terrsnce M. Scanlen, p. 3 {May 25,
1983) {emphasis added) .

Hair Drvers. Several years age, the Commission was
petitioned to issue a rule requiring immersicn-detection circuit

interrupters for hand-held hair drvers. In a January 9, 15%0,
memerandum to the Commission, CGC discussed percinent legal

issues, including the impact <f a possible voluntary standard
that was under consideraticon.

{Iit appears that “"substantial compliance"” is
scmetining moere than the fact thar “subscantial industry
wide production . has begun." The staff estimates
that there is 8C¢- percsnt compliliance with the curren:s
veluntary UL sctandar The legisliative historv does
net specifv any particular percentage of compliance
Lhat must be considerad “substantial ' and there are nc

-0

-t - p} D‘ (Y0
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cases Interpreting this provisicn. Howevar, we believe
that it can be argued cogently that the Commiss-on has
the discret:on o conclude that ever %0 vparcent
compliance is not “substantial compliarce” for s
product of this =

izl
S_Lvpe thar prasents a2 risk of
eglectrocurion of childran. If 1
d
e

so, the likelihecd that
the UL stand will be amended to provide for £u11
immersicn px cticn would nct prevent the Commissicn
from issuing a valid final rule, if the currens
estimates of compliance with the UL standard do not go
up substantially.

-
{3
~
ot

L

18]

Memorandum from H. Ewell g
Commissicn, pp. 8-% {Jan. ¢
added) . Thus, OGC gpecific
test based on a fixed per

cmemberg and S. Birenbaum to the

, 1990 (foctnotes omitted; emphasis
ically advised against reliance con a
centage threshold. '

Cn February 7, 139%0, the Commission denied the petition, bur
apparently did not rely on the existence of the voluntary
standard. See Letter from $. Dunn %o D. Snow /Periticner) {duly
18, 199C) .

Video Games. In 19%2, the Commissicn exempted video games
rom its safety regulations applicable to electric toyvs and other
lectric articles for use by children. 57 Fed. Reg. 46,349 {(Cct.
. 19%2). The Commission considered an alternacive apprcach in
which it would simply have amended its existing mandatory
standard tc make it essentially identical with rthe existing UL
voluncary standard. Hewever, the Commission concluded:

&=
e

m O

his weculd not be a feasible or desirabld alternative
Or two reasons. First, the Commission is prohibited
vy statufe from issuing a mandatory standard for a
product when there is an adequate applicable voluntary
standard for the product and there is subsranrtial

compliance with such veoluntary standard. [Cite
cmitted!. This appears tc be the situation with

respect To video games and UL 951.

id. at 45,353. The record does nct set forrth the test the
Commission emploved in arriving at this conclusion.

Reioadaple Shell Fireworks. In the early 1590's, the
Commission was considering whether o ban relcadable shell
fireworks devices with shells larger =han 1.75 inches. However,
becauge a voluntary standard existed, it was necessary Lo

consider its effaco.

The staff determined that 50% to 75% of fireworks importers
were complying with the voluntary ban, with the eventual
compliance rates anticipataed tc be 30% to 90%. Memorandum from
J. Rocexs chrouch various verscns to the Commission, o. 10 (Dec.




49]
4]
1y
]

5, 1s5%0} However, the stafi Fearsd thas with =z nencompliance
rate of 10% to 20%, che complying manufactursrs would face
competitive pressures Lo reduce the level of their compliance,
and the cverall rate would slip. Id. Mcraover, Lhe soaf?
concluded, *([W]lithout a Commission ban, some firms will continu
to import large rslcadable shell IZ this happens, additicnal
irjuries could be expected tc cccur.® T4,

~Z¥A, =3
notice of proposed rulemaking. Minucss of Commission Mestineg
(Jan. 18, 1391). Chairman Jones-Smith, wno voted in favor, gave
as one reason the fact that "supplemental informaticn provided oy

the staff indicates that there may not be sufficient compliance

The Cemmissicn voted 2-1 on January 1§, 1391, to publish a

with the veoluntary standards." Statemenr of Chairman Jacgueline
Jores-8mith (Jan. 16, 159%1). Commissicner Dawson disgented, bu:s

in so doing, she did not rely on a pércentage test, but rather
made two comparisons: -

The central argument. against deferring to the non-
government standard seems to be that staff fears rhera
may be a cenformance problem. Industry expects. a
conformance rate of 8C-90 per cent with a certification
program to ennance conformance. Given the Commission's
difficulty in enforcing fireworks regulations already
ot the books, this conformance rate seems fairly high.
Staff could not provide an estimate of how many moere
injuries would be prevented given the differance in the
compliance rates <f 80-90 per cent for a voluntary
standard and an estimated 35 per cent rate for a
mandatory rule. s

Statement of Commissigoner Carcl G. Dawson (Jan. 16, 1931).

Thus, Commissicner Dawscn first considered whether this
fireworks rule would be any mors effective rhan other fireworks
rules. Seccnd, she considered whether the rule could be axpectead
Lo make a difference in the death and injury rate.¥

¥Commissioner Dawscn had additional legal guestions after
the vete, which CGC answered in a June 13, 18%L, memcrandum. We
ceoncluded in that memorandum that the voluntary standardé had not
actually been ilmplemented, so it was not of a type that regquirad
the Commission to consider its substantive adecuacy and

compliance rate. Memorandum from B, Polliczer, 8. Tembersg and .
Exhardt, p. § (June 13, 1%9%1). (We ¢cpined, howewver, chat if the

Commissicn were tc reach thoss questions, the staff had presented
suifficient evidence for the Commission to conclude that
substantial compliance with the srandard was not likely. We
relied on the staff's findings that imports of noncomplving
products weuld continue, thus preveniing an adaguarte reducti

-y

the risk of in‘ury. Id, at n.7.!




e Commission ulumma“g-« devermined thav =
4 had nct besn plementaed, §¢ i was not
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Multiple-Tube Mine and Shell Fireworks. Most recentl in
3¢, the Commission promulgated a regulation ragarding Lheqa
lraworks devices. It was hecessary te consider the impact ¢f an
xis t;~g veluntary standard on the rulemax~hc process.  COGC
[~

No s¥ec ific number or rpercentage determines
‘substantial compliance." According to the legislative
“*s"ﬂry, he Commission s“oulc consider whether
compliance is sufficient to eliminate or adecuate_*
raduce an unreasonable risk "in a timel y fashion.®

{Cite omitted]. Further, compliance shculd be measuved
by the number of complying products, rather than bv the
number of complying manufacturers. [Cite cmitted! .

\--4

Memorandum from ¥, Ewel
Commission, . 3, n.2 {

1 S. Lembers. and E. Rubel ro the
Fe S, 1598} .

The staff recommended against reliance on the voluntary
standard because it thougbt substantial ccmpliance was unlikely.
CGC summarized the evidence and concurred:

Cﬁsc 8 comp*zarca testing lralcaues that, despite
the voluntary standard, devices still tip over when
functicning. In £fiscal yea* 13%4, all 24, samples of
imported devicss tested for the Commission’ s routine
compliance program tipped ove* while functioning cn 2"
M-D fcam, and < tiyped over on grass. Furthexr, 1 of 8
samples of domestic devices tested that fiscal year
tipped cover while funcrioning on 2% M-I foam. In
fiscal year 1398, 22 of 27 imported samples tested
tipped over. Of the 22, 13 tipped cver only on 2" M-D
foam, 8 tﬂgneq ovVer on bctb 2" M-D foam and grass, and

tipped over cnly cn grass. OF the § domestic samples

ested that klsc“l vear, 1 tipped cver {on grass).

hese data weould suppor: Commission finding, rsguired
bl

rr
.r;

a
o issue the rule, that there i5 nor likel v Lo ke
substantial compliance with the veoluntary standard.

g AN im‘t

Id. at 4. Ses 2lsc Memorandum from M. Babich and R, Medfard =g
fhe Commission, p. 7 {Jan. 23, 15%6) {setting forth evidence of
noncomgl lance)




In anpouncing the final rule, zhe Commission statsed thar ==
voluntary standard was not sukstant ively acaﬂuaie and that, even
if ifz were, compliance with i1t was not substantiazl {citing th
evidence set for above) . €1 Fed. Reg. 13,084, 13,092 {March 2%,
15386}

Conclusions. Thi

s review of past Commissicn actions
disclioses the following:

First, we have discovered nc instance in which eicher the
Commission or individual Commissioners have applisd cr endorsed
‘test based on a specific percentage thrashold. OGC has never
advised th "substantial compliance?” ig measured with such a
test; in :ach, we have consistently advised just the oppesite.

fu

Seccnd, where it was c¢lear that "virtually all" products
would comply or that very few were in compliance, neither the
Commission nor OGC elaborated in any detail the particular test
being appiled. In instances where the test was articulated, iz
seems generally to have focused c¢n the extent to which the iniury
and/cr compliance rate would be different with a mandatory
standazrc.

{11} The Statutorvy lLanguags.

We turnm now to the language of the statute. However, i1t
naowhere defines "substantial compliance, ' nor does it set
benchmarks for *dentafyzng when compliance with a voluntary
standard is "substantial.?

Without further guidance from the legisldtive history or
cverall statutory scheme, there could be several thecrestically
plausible ways to interpret the term “substantial compliance.®
For example:

* "Substantial compliance" might be measured by a
percentage cest. If so, weould it ke measured by the percentage
of complying products cr of complying manufacturers (two numbers

rhat will likely never be the same) or is yvet some other
percentage applicable? If a percentage test applies, what is the
appropriase percentage and how is it selected? {(As notad ahove,
this test has nct been appliled in the past.)

* “"Substantial compliance"” might ke measur ed by refsrsnce
te the risk arising from the remaining noncomplying products or
manufacturers. If sco, is "substantial compliance” o be found

whenever that risk cculd he reduced, or should a cost/benefitc
calculaticn ke done with respect to remaining risk?

Substantial compllance"' might ke meagursd DY COmMpParing
the compliance rare of zhe voluntary standard to that anticipated
for the competing mandatory standard Where Che mandatory
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standard would yield higher and/cr quicker cemplliance, and thus
greater risk reducticn, it could be said that thers is not
"subscantial compliance® with =he voluntary standaxrd,

The "plain language" of the st tute {zlewed HNa&rrowly, rather
than structurally, as discussed below) mply does not i&en:if;
the specific level of compliance at whzcs & Volurtary standezd
trumps & mandatory standard

Thers are nc cases ﬂonst*u*nc the tLerm *substantial
compliance® in our statutes, and a review of cases Lﬂcerpvet*“c
similar language sheds little light. The Comnrﬁnen sive
Enviroumental Response, Compensacion, and Liab: 1lity Act
("CERCLAM™) p*ovaces zhat in order for a party to Drevali in an
act lOn to recover the costs cf rcsmonczng Lo a release or thre
of releage of naza“aous materials frem a site, the costs must be
censistent with the naticnal contingency plan (™NCP*) alsc
required by CERCLA. 42 U.S.C. §§ 9605(a), $507(a) (4} (B} . Courcs
ganara‘ly hold that a response action can be "consistent' witn
the NCP if there is substantial, rather than strict, compliance
with the NCP. In this context, substantial compliance has been
interpreted as requiring, at a minimum, that a "CERCLA- gquality
cleanup” resulted from the respoense actions. See, e, ., Con-Tach
Sales Definmed Benefit Trus: v. Cockerham, (E.D. Pa. 1991).%

This bpedy of CERCLA law is not useful.

Scme courts held that the issuer of a letter of cred;t may
henor a demand for payment that is in substantial compliance with
the terms of the creditc. 1In this context, substantial comp;lance
permits insignificant variance betwesn the legger of crediz
raquirements and the documents submitted. See, e.g., First
Arlington Nat'l Bapk v. Stathis, 90 Ill. App. 3<& 802 (1980).%
Substituting one vague term -- "insignificant variance" -- for

another ~- "substantial cowpliance" -- does not advance the
analysis here.

Ancther example <f the term "substantial compliance®
invelves a regulation issued by the Food and Drug Administraticn
("FDA"}¥ under the Nutritional Labeling and Education Act cof

1

& See genaral v, Annctaticn, Applicaticn Of Reguiremenrt Ir
§.32871{a) CFf [CERCIAY That Private Cost-Recovery Actl”nh Be
Congistent With 'NCP1, A.L.R., FID 562 (1992 .

Y See cenerallv Annctation, What Cen
Socuments Prasgented With Terms Of Lerrar
Reguire Hongr CFf Drafr Under IJCC § 5.1
{1892,

ag Compliance OFf
ed’ So 2s To
JLURL Sphh 463
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¥ 21 C.F.R. § 101.43.
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193¢ ["NLEA"} .Y The NLEA established voluntary cuidelines for
ratail food stores to provide consumers with nucritiopal
information about raw produce and fish. The NLEA further
provides that 1if the FDA finds that such storss cverall are not
in "substantial compliance® with the guidelines, the FDA must
issue mandatcry food labeling regulations.

Unlike our statutes, the NLEA directed FDA to Fromulgate a
ragulation defining "substantial cempi:ance.“éV FDA selecrted =
percentage threshold test. Ifs regulation provides that thers i
‘"cust?y wide substantial compliance under the NLEA i at leazst
60% of establishmencs evaluated were in compliance. 21 C.F.R.

§ 101.43{c). The D.C. Circu; upheld this ragulation under the
lenient "arbirrary and ua ricicus" standard of review. rent v,
Shalala, 70 F.34 610 (D Cir. 1995).

FDA's percentage test cannot be transplanted t¢ cur
statutes. In other words, even if a percentage threshold test
were applicable in our statutes, the 60% threshold that FDA used
would not apply. This is beca"ce FOA's test is based on the
number of establishments in compliance, and this particulax
measure s Zoreclosed to the Commissien by pertinent legislative
history, discussed below, which says that compliance is measure
by number of products, nct number of manufacturers.

It is impessikle to translate FDA's test into = percentage

test for products themselves. The court noted that the top 18%
cf U.S. food stores accounted for 81.5% of sales, and thar the
smallestz 42.6% accounted for onlyv 2.7% of sales. 70 ¥.34 arc £17.
Accordingly, if FDA's test were to be met, compliance measured by

ales would necessarily exceed $7% if the ma*gest selling storas
wers combined to rsach 60% [100% minus 2.7% of sales for the
smallest 42.6% of stores). OCn the other hand, if only the
lowest-selling stores were combined to reach the 50% level
compiiance (measured by sales) could be 18.5% or below {WOG“
minus 81.5% of sales for the top-selling 18% of storess). In
reality, of course, compliance urdoubbadiy was scattered across
‘stores cf all sizes, “ndeTSCOV'iﬂ the impossibkbilicy of
translating FDA's tesht her

¥ 21 U.5.C. §§ 321, 337, 343, 343-1, 345, 37

2/ The NLEA statad chat "{clhe regqulation shall previée

that there is not substantial compliance if a significant r umbex
of retazlers have failed tc comply with the guidelines. The size
of the retail_‘s and the ortlcn of the market served by
retalilers in compllance with the guidelines shall be considered
in determining wbethe* theres was substantial “omp’*‘nCQ witch the
voluntary guidslines. 21 U.2.C. 0§ 343{qgi {4} {B) |




These cases provide lirttle or no guidances Lo our
interpretive puzzle.

(11L} The Legislarive History,

Thers is lictle legislative histery regarding the meaning of
"substantial ccmpliance.® The 1981 amendments to QuUr ftatutes

were in the Omnibus Budget Reconciliation Act of 1581, ™ L.
37-35. The 1990 amendments wers in the Consumer Product Safety

\.. [ RS

Zmprovement Act of 1990, Pub.’'L. 101-608, 104 Stat. 3110. For
each piece of legislation, there are three reports -- the House
report, the Senate report, and the House Conference rapeort. In

addition, there was Congressional debate. As will be seen, thers
is no digcussion of "substantial compliance” in the 1990
legisiative history, so the 1981 histery is mest on point.
However, by 189C¢, Congress cculd locok back on nearly a decade of
the Commission's deferral to veluntary standards, and its
reaction to that history may be of some assistance. We will
ciscuss the 1381 legislative history firs:, followed by the 19850
iegislative history.

1581 Legislative History

The 1981 Senate report, the 1981 House report and the 1981
House Conference report all discuss "substantial compliance.®
{(We have located no discussion of "subscantial compliance" in the
Congressicrnal debate) .

Serate Report MNo. $7-102. With respect o the meaning of
"substantial compliance," “he Senats Report states as follows:

In evaluating whether there will be substantial
compliance with a voluntary consumer product safaty
standard, ghe Commission should determine whether or
oot there will pe sufficient compliance to eliminate or
adecuately reduce an unyeasonabls risk of in-urv in 3
timelv fashion. In mest situations, compliance should
be measursd in terms of the number of complying’ .
censumer products rather than in terms of rhe number of

omplying manufacturers.

Senate Report No. 57-102, p. 14 {May 135, 1581) {emphasis added

g three rafersnces o
First, with respect to

4

ecticn 7(k; {1} of the CPSa,

House FHeonort No. 97-1%3. There a
"substantizal compliance® in this repor
language very similar to that now in §
the House Budget Committes wroate:

T iy

{Tlhe agency must determine £. (1

the standard is likely to result in the
educticn of the risk cf

jurv; and (2} cherxs will be substantia ompl
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with the standard. If a . . . standard dees LOoT meen
either part cf this two-pronged test hen the standard
is inadeguate. ; § ch

Ly Lo resule

y - [T B 1
standard of *1j i
n' of a risi

cause thesa
nnet be reducs impie formula.
Instead, the agency wust consider whether the submicted
standard will reduce the risk to a sufficient extent
that consumers will no longer be faced with an
unreasonable risk of injury. In determining whather
there will be substantial compliance with a submizted
standard, the Committee intends that compliance te
measursd in terms of the number of complving products
rather than in terms cf complying manufacturers.

O m el

s <
ne Committes n
i
o]
F~19

:

House Repert Nc. 97-158, p. 11 {June 1%, 1981} .

&
L]

Later, referring to the "substantial ccmplliance” language
added to Section § of the CPSA, the Commirree stated-

in evaluating whether a voluntary standard is likely to
eliminate or reduce adequately a risk of injury, the
agency must consider whether the risk will be raduced
to a sufficient extent that consumers will no longer be
exposed to an unreasonable risk of injurvy.® In
avaluating whether there will be substantial compliance
with a voluntary standard, the agency should meagure
compliance in terms of the number of complying consumer
preducts rather than in terms of cemplying
manufacturers. "

v

i1
11

at 17 [footnocte added] .

finally, the House bill had a provision that would have
given adequate voluntary standards presmptive effect over
nonfederal standards. This language ultimately was dropped in
onference, and the House legislative history mentions

2/ The Committee did not define "unreasonable risk of
injury." Hcwever, by 1981, this ferm had a well-established
meaning. The 1372 legislative history had defined "unreasonable
hazard" as "cne which can be prevented cor raeduced without
affecting the product's ubility, cost or availabilicy; or on
which the effect on the greduct's urility, cost or availakilicy
is cutweiched by the need to praotect the public from the hazard

a&sscciated with the preduct.® H.R. Rep. No. $2-1153 (1372) ar
13, See Sguthland Mower Co. v, Consumer Product Safary
Commigsion, 619 F.2d 495, 50% n.21 (S5th Cir. 1980 {quoting House
Committee Report). Since 13%72, courts had consistently applisd
this analysls {ge=2 cases cired in Soughliand, ar SO0%) .

— EOR-QERLCHAL-USE-ONEY



"substantial compliance” withou: exgplaining it.

See id. at 39-
&9,
House Confersnce Repcrt. The conferance report accompanyin
he resulting legislaticn has twe raferences to “substantial
compliance." First, referring to use of the term in Secriepn - of

the CPSA, the repor: savs:
I~

In evaluating whether there will be subscant4a1
compliance with a vomuntéry consumer ovroduct safery
standard, the Ccomission should aeterm¢qe whetner axr
pot treye will bhe sur‘ﬁc ent compiiance to aliminacs or
adequately reduce an unreascnable risk of indurv irn =
rimelyv Fashion. In most situaticns, compliance should
be measured in terms c¢f the number of Cwm?LV’WG
consumer products rather than in terms of £he number of
compiylng manufacturers.

1

H. Conf. Rep. No. $7-208, 97th Cong., 1lst Sess. 871, reprinted in
1381 U.S. Code Cong. & Admin. News 1010, 1233 (emphasis added;.

S$imilarly, the following paragraph was written of the use of
the term "gubstantial complzance” in Section 9 of the CPSA:

In determining whether or not it is likely “har
there will be substantial compliance with such
volun*ary consumer product safety standard, the
Commission should determine whether or pot there will
ke sufficient commliance to eliminate or adequately
reduce an unreasonable risk of injurv ‘n A Cimely
fashion. Therefors, compliance ge&e*aﬁhy should be
measured in terms of the number of complying prcducts

ather than in terms cf complying manufacturers.

Id. ac 873, 1981 USCCAN at 123%5 (emphasis added).

These 1981 passages (particularly those from the Conference
repert) suggest that “"substantial compliance may be defined by
reference Lo Lwo csnsideratiﬂns' (i} the extent to which
compliance with the voluntary standard would eliminate or
"adequately reduce” the "unreascrnable risk" associared wirh the
product; and {ii} whether this rechctwcn would occur in a "timely
fashion." (The history alsc makes clear thas "substantial
complliance” generally is measured by raference to preducts, not
manufacturers.)] However, the legislative history does not
describe how Lhese considerations are measurad.

One might measure the first factor -- 'adequately reduce" --
with a cost/benefic analysis. Under this measurs, if it weuld be
cost effective to reduce or eliminats che increment of rigk
ramaining betwesn a ’”7L“£ rv standard and a mandatory standard
that would be mors widelv implamentad, there weuld e no

OR ORFICIAL-USPREY ™
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standard. However, this
Ce statutory requirement

b

ATLON Dear a reascrnabla
Y ofemi | -
PR FESA §

uld largely duplicate ¢
ne benefits expected from th
hip to its costs.® CPSA § §
V.
e
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Congress added the separate Tulr £
relaticnship-cf-costs-to-benefics fznding to
statuces in 1381, along with the “substantial comg o
requirement. The legislative histery very clearlv treats these
separately and states that the "reascnable relationship” test
{which applies alsc to rulemakings that do not implicate
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veluntary standards) was intended to codify "the cost-benefit
test articulaced by the court® in Southland, 615 F.28 499
(discussed earlier). H. Conf. Rep. No. 97-208, sSupra, 1581
USCCAN at 1237. The history contains no similar statemenr
regarding the "substantial compliance® finding,  as would ke
expected if Congress had intended the term tc have the same
meaning. Moracover, it is fundamental that, if possgikle, a
statute should be construed "so that effect is given to all its
provisions, so that no part will be incperative or superfluocus,
void or imsignificant . . . " 2A Sutherland Statutory
Constructicn Sec. 46.06, pp. 115-120 (Sth EQ. 19%7) . Thus, any
view that the Commission should measure the "adequate reduction®
of injury risk (as this consideration relates to "substantial
compliance"] with a cost/benefit analysis rests on shaky
grounds , ¥/

Neither the statute ncr the legislative nistory elaborate con
the meaning cf "in a timely fashion” -- the second factor.

»
X

¥/ pny argument that a cost/benefit analysis applies t£e the

"substantial compliance" determination would stem from the
legislative historv's cccasicnal use of the terms "adequately
reduce’ and "unreasonable risk of inifury" in its discussien of
"substantial compliance." gSee Senate Report 97-102 at 14; H.
Conf. Rep. 97-208 at 873. “Unreasonable risk cof injury® often
connotes use of a cost/benefit aralysis. Sze note 11. However,

cux statutes do not use these terms in connsction with the
"substantial compliance® reguirement, whersas thev do refsr co
the adequate reducticn of injury risk in connecticn with the
requirement that the voluntary standard be substantively
adequate. Congress thus was perfectly capable of using the
"adequacely reduce" language in our scatutes whers it wished.
See, e.g., CPSA §§ 7{bj {1}, 9(bi{1)-{2), 9(F)(3)(D, F!, and 9/i}.
This discriminatory use of terminolegy in cur statutes further
indicates that "substantial compliance® likely is not determined
oy a cost/benefit approach. Sguthland, 619 F.2d 4995 (discussed




Although the 1581 legislative hiscory falls somewhar shcrto
cf affirmatively estabpli hing a test for "substan=ial
compllance, ” it seems mors clear °n what the test ig not. Thers
is nc support for a simplistic test decliaring compliance above a
certain percentage thrasheld as "substantial " Instead, the
Nistory supports a more nuanced analysis focusing on timely and
effective risk reduction.

1890 Legigiative Histor

. There is no discussion of "substantial compliance” in any of
the repcrts ¢r the dehate accompanying the 1990 amendments.
However, certain passages in this legislative history do speak
broadly about the role Congress {(or at leas: certain key members)
saw for voluntary standards.

i

Judging from the legislative history, in 1390 Congress
rerceived that the Commissiorn had gone too far in relying on
voluntary standards after the 1981 amendments, and particularly
had erred in deferring to voluntary standards that were pot yet
adeopted or implemented. Thus, the thrust of the 1990 amendments,
inscfar as they pertained to voluntary standards, was to define
more specifically when =z veluntary standard would be deemed to
have been implemented.

For example:

* The 1930 Senate Report says, "[Tihe CPSA requires thar
the CPSC defer to voluntary standards in certain circumstances.
Suggestions have been made that rhis requirement has been used to
thwart compliance and enforcement activicies OFf the CBSC, which
is clearlv contrary to congressional intent." 3. Rep. No. 101i-
37, p. 2 (May 25, 1989) (emphasis added) .

<

* Later, that same Report states:

The Commitctes consistently has received testimony
and comments regarding the voluntary standards process
since the provisions were enacred in 1981, . . [Tlre
Committee is aware that the CPSC at rimes has nct been
responsive toc concerns that voluntary standards
development has been iradequate or too slow. In fact,
1t has been sugcested that the CPSC may seek to utilize
the deferral to voluntaryv scandards . o dustify
inaction or delav with recard o product risks. Thias
is glearlv contraryv to the intent of the 1581
amendments. The develcopment of voluntary standards
should proceed as expeditiously as possible, with
aggrassive development of gtandards adecuate to address




Fage Z1

* 3t

s+ %1 1 - - o o T 4 -
~ii later, the Senate Repcrt savs:
The (ommittes re

affirms its belief thar veluntary
safety standards can o

b
Y an important role in

SC to save scarce rescurcas and
can permit safety problems tc be addressed in a more
expeditlious manner than might otherwise ccour thereby

et ]

saving lives and preventing injuries. Such defsrwal
author:ty, however, was not intended rc pecome an
excuse for inaction or delav on the parc of the CESC
including delav in issuince ANPRs whers such issuance is
approcriates.

I&. at 9 (emphasis added). !

On the other hand, we have found no evidence in the
legislative history {and certainly the statute was not so
amended) to suggest that there was any fundamental change in the
legal requirements applicable to the Commission's deferral to
voluntary standards. In fact, the member who (with others) had
introduced the original 1990 House legislaticn, said this abous
the final legislacion:

I want to emphasize that it is not the intent of
the conference report to discourage CPSC reliance on
voluntary standards. Voluntary standards can usually
be developed much more rapidly than can consumer
product safety rules, and be -just as effactive in
addressing potential vroduct safety hazapds. I believe
that by specifving the procsdures that CESC should use
to defer to veluntary standards, we will actually
encourage more such deferral.

Remarks of Cong. Ritter (ranking Republican on the Energy and
Commerce Committee subcommittee with responsibility for ch
legislaticn}, 135 Cong. Rec. H11506~02, H11307 {Oct. 23, 1390}
(emphasis added). (Note that Cong. Ritter endorsed deferral to
voluntary standards on the assumption they would be "Just as
effective™ as rules.)

Conclusions
There is risk in placing too much weight on legislative
mistery. The only law is the statute itsel®. Congress does not
adopt legislative rapcrts, ncr does it &ndorse remarks by
individual members. ALl these cautions are multiplied when
seeking tc plumb the 19%0 legislative nistoxry for meaning

regarding the 1381 lacgislation.

Nevertheless, we believe the legislative historv generally
supperts a few key principles. First, "substantial compliance®

O



may be delined by reference to the scor of risk
reduction. Second, Congress never con Lest based on
some percentage tareshecld. Finally, th ilslative history
{which must be given cnly lighe weight ¢t to the 1981
legislation) suggests that deferral ta volurntary standards was
net intended to weaken the Commission, but rather I8 pressrve irs
resources and allow the same safsty resulcs to he achisved.

{iv] Sgructure of the Staturs.

, The overarching policy evident in the rulemaking provisicns
of the CPSA and FHSA (and the companion provision FFA) suggests a

meaningful analysis for "substancial compliance." Thesge
provisions make clear that voluntary standards are preferred over
rules. See, e.g., FHSA §§ 3(£) (5); 3(f) (5),; 30 (2); (g 13

3{1(2); 3{3).¥ The statutory deference to voluntary standards
indicates that Congress viewed them as substitutes for mandatory
rules. Whers fully effacrive voluntary standards exist, no rules
can issue. In taking this approach, Congress ensured that the
Commission would not sgquander rasources where they would have no
affect,

However, there are twe important caveats -o “he staturte's
general deference to voluntarv standards. If a voluntaxry
standard is to substitute for a rule, it must first be
substantively adequate zand, second, manufacturers must folliow if.
Section 3(i})(2){(A}). These are lcgical caveats, for how would
consumer safety be gquarded by deferring to an inadequate standard
or by deferring to a standard that was not “cllowed?

. . - 2 ..
Consequently, it is cur oplinlon that *substantial
compliance” properly is measursd by a gompariscn of rhe mandatory
and voluntary standards, rather than by an absolute measurement
[ :

of compliance with the voluntary standard. The compliancs
level expected with a mandatory rule should be compared to the
compliance level expected or experienced with the voluntary
standard. Where thers is some reasonable basis for concluding
that a mandatory rule would achieve a higher degree cf

This emphasis on the primacy of voluntary standards isg
red in the CPSA and FFA. See, e.o., CPSA 5§ Ela); Ti{k};:
2 {£)(3); 9{i); FFra § 4.

2/ tnder this comparative test, the absclute percentage of
complving products is not detsrminative {although assembling this
information may, in a particular case, be useful in making the
comparative analysis). Comparative measurements are commen in
everyday lifs, so is no surprise for this type of measuremen:
to find its way inzo law. To use a simple illuscraticon, p
not cnly measure thelr children with a vardscick, but alse
comparing thelr growth te the height of their motker or £z

ko
I
<
-~

E o )

{




w
i
1
]
387
Lad
g

cempliance, 1.2., a greatsr reduction O IZIUryY, it may superseda
the voluntary standard

As ncted, the legisliacive history assiscs in £lesnine cu:s
tals comparative test By suggesting that "substantial complizncer
is & surrcgate for the extens and Pace of injury reductien
Accordingly, two specific crireria should be measursd
ccmparatively in assessing "substantial compliance®: the
reduction iz the risk (the lagislative Ristory's "eliminate or
adequataly reducar language) and che speed with which thig
-reducticn will occur (the "in a timely fashicn* language) . In a
particular case, additional factors Tay alsc be pertinenz, kus

these twe are cantral.

We recognize that difficult issues of Proof may arise in
determining whecher "substantiszl compliance” existsg. However,
this is true of all rulemaking findings. In any event, this

ad e il

cifficulzy is mitigated here: As we stated at the outset, the
Cryptic generality of the. statutory langquage, which the
legislative history indicates was deliberzte, leaves the
Commissicn a generous-degree of discretion in. making it
"substantial compliance® finding.

We emphasize that the Commission need not calculate the
comparative compliance lavels with scientific precision and
reduce each to z specifis percentage number. Only rarely, 1f at
all, would this be possible, since the comparison is betwesan
something that may or may not be reasonably known (the exten® of
present or future compliance with the voluntary standard) andé
something that ig necessarily subjecs to greager uncertainty (the
extent of compliance with a nonexistent mandatory standard) . The
inquiry is & gualitative assessment of the relative efficacies of
the voluntary and mandatory standards in achieving timely sngjury
reducticn. The extent and naturs of the evidence bearing on zhis
inguiry deoubtless will conrtinue Lo vary frcm casé o casa.
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